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DETAILED ACTION 

The Office action mailed 12/24/08 is vacated . 

This is a supplemental Office action as requested by the attorney, Ms. Kathryn A. Piffat, 
for the purpose of correcting the date given in box 1 of the PTOL-326 mailed 12/24/08. The date 
of "02 October 2006" is corrected to be "02 October 2008", and in addition the response filed 
5/30/08 is acknowledged. 

The responses filed 10/2/08 and 5/30/08 to the Office action have been entered. Claims 1- 
35 and 66 are pending. 

Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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2. Claims 1-12, 14-35 and 66 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mitchell et al. (WO 00/21973, issued April 20, 2000) in view of Burgoyne (5,496,562, 
issued March 5, 1996). 

Mitchell et al. disclose the method steps (a)-(e) as recited in instant claim 1 (See pg. 2, 
third paragraph) and the method steps as recited in claim 4 (See pg. 2, third paragraph). The 
nucleic aid is retained by the filter substantially in the absence of ionic interaction (See column 
2, last paragraph), and by physically retarding the movement of the nucleic acid down the filter 
(See pg. 3, first paragraph). The nucleic acid is heated to an elevated temperature, whilst 
retained by the filter prior to elution and the temperature is about 90°C, (See pg. 3, second 
paragraph, pg. 6, first paragraph, pg. 12, first paragraph and pg. 25, experiment 6). There is a 
solution for rupturing intact whole cells to leave condensed nuclear material and a lysis solution 
for lysing nuclear material (See pg. 3, third paragraph). The sample comprises whole blood, 
which has been treated with a red blood cell lysis solution, whilst the white cells containing the 
nucleic acid are retained by the filter as a retentate (See pg. 6, third paragraph). The red blood 
cell lysis solution is listed in Table 2 (see pg. 17). The lysis solution includes a week base (Tris), 
a chelating agent (EDTA) (see pg. 17). A filter material is selected which provides no barrier to 
cells, but enables the cells to be retained by the filter as a retentate (See pg. 6, second paragraph). 
Sodium dodecyl sulfate is one of the detergents used with a concentration of 5% (see pg. 8, line 
9). The pore size of the filter is 4.5um (See pg. 11, tablel). The filter used in the method 
comprises a plurality of fibers and has a substantially disordered structure, the fiber diameters are 
selected from the range of lum to 10 um (See pg. 9, fourth paragraph). The fiber is a glass fiber, 
silica based or plastic based fiber (See pg. 10, first paragraph). It is possible to isolate nucleic 
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acid in the absence of a chaotrope (See pg. 10, second paragraph). Genomic DNA is a desired 
target or nucleic acid is RNA (See pg. 15, fourth paragraph). 

Mitchell et al. also indicate that if the filter is allowed to dry the nucleic acid still is 
recoverable, but may be sheared and the yield will be reduced. Where the method is carried out 
in a column, drying of the filter may be avoided by using a water vapour retarding or blocking 
seal (see pg. 7, lines 15-19). 

Mitchell et al. do not disclose the method steps (f)-(g) a s recited in instant claim 1 and 
that uric acid or a urate salt is used. 

Burgoyne discloses that the blood-stained paper was dried, and sent through the ordinary 
mail so that it spent at least three days in the mail, and had the DNA extracted from it (See 
column 4, lines 41-45). A card loaded with a DNA sample is air dried at room temperature (See 
column 5, lines 43-44). A solid matrix comprises an absorbent cellulose based paper (such as 
filter paper) or a micromesh of synthetic plastic material (see column 2, lines 21-26). 

Burgoyne also discloses the use of uric acid as a DNA protecting compound together 
with a weak base (see pg. 2, lines 53-58). 

Mitchell et al. do not explicitly disclose the period of storing nucleic acid as recited in 
claims 6-9. 

Burgoyne discloses that the blood-stained paper treated with detergent is stored for more 
than 36 months without DNA degradation (See column 4, lines 21-25). 

One of ordinary skill in the art would have been motivated to apply the method steps of 
drying a solid phase medium with a cell lysate comprising nucleic acid and storing the dried 
solid phase medium with the nucleic acid as taught by Burgoyne because it would have been 
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useful for long term storage, such as 36 months (See column 4, lines 21-25) or four years (See 
column 5, lines 1-4). It would have been prima facie obvious to apply the method steps (f)-(g) as 
recited in instant claim 1 . 

Regarding claims 35 and 66, Mitchell et al. do not explicitly disclose adding a single 
solution to solid phase medium having a cellular retentate and the single solution simultaneously 
comprising; a weak base, a chelating agent and an anionic surfactant or detergent. 

Burgoyne discloses a solid matrix for storage of blood DNA having a composition 
absorbed and that the composition comprises a weak base, a chelating agent and an anionic 
surfactant or detergent (sec column 2, lines 59-64, column 3, and lines 18-26). 

Therefore, one of ordinary skill in the art would have been motivated to add a single 
solution comprising a weak base, a chelating agent and an anionic surfactant or detergent to a 
solid medium having the cellular retentate as taught by Burgoyne because by doing so blood 
DNA can be stored for a long time and the DNA is extracted from a solid medium. It would have 
been prima facie obvious to apply a single solution simultaneously comprising; a week base, a 
chelating agent and an anionic surfactant or detergent to a solid phase medium having a cellular 
retentate. 

Based upon the analysis above, the teachings of Mitchell et al. in view of the teachings of 
Burgoyne are again applied. 

3. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Mitchell et al. 
(WO 00/21973, issued April 20, 2000) in view of Burgoyne (5,496,562, issued March 5, 1996) 
as applied to claims 1-12, 14-35 and 66 above, and further in view of Mullis (5,187,083, issued 
Feb, 16, 1993). 
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The teachings of Mitchell et al. and Burgoyne et al. are set forth in section 3 above. 
Mitchell et al. and Burgoyne do not disclose the size of the filter pore as recited in claim 13. 

Mullis discloses a method for obtaining substantially purified DNA from a biological 
sample (See column 3, lines 21-22). The filter includes a surface that reversibly and specifically 
retains DNA. The pore size is from about 0.2 microns to about 0.8 microns. A preferred filter 
comprises a membrane filter comprised of cellulose acetate and nitrocellulose having a pore size 
of 0.45 microns (See column 3, lines 44-54, column 7, line 44-45, column 10, lines 16-29, 
column 15, lines 25). 

One of ordinary skill in the art would have been motivated to apply the filter of Mullis 
with the pore size which is from about 0.2 microns to about 0.8 microns because the filter of 
Mullis is used in obtaining substantially purified DNA from a biological sample (See column 3, 
lines 21-22). It would have been prima facie obvious to apply the filter of Mullis with the pore 
size which is from about 0.2 microns to about 0.8 microns for isolating nucleic acid as claimed. 

Summary 

4. No claims are allowed. 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joyce Tung whose telephone number is (571) 272-0790. The 
examiner can normally be reached on Monday - Friday, 8:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kenneth R Horlick/ 

Primary Examiner, Art Unit 1637 

Joyce Tung 
January 15, 2009 



